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Title  42 — Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SERVICE,  DE¬ 
PARTMENT  OF  HEALTH,  EDUCATION,  AND 
WELFARE 

SUBCHAPTER  J— HEALTH  CARE  DELIVERY  SYSTEMS 

PART  HO— HEALTH  MAINTENANCE 
ORGANIZATIONS 

Interim  Regulations 

AGENCY:  Public  Health  Service, 
HEW. 

ACTION:  Interim  Regulations. 

SUMMARY:  The  program  require¬ 
ments  set  out  in  the  interim  regula¬ 
tions  published  on  June  8,  1977,  in  the 
Federal  Register  (42  FR  29400-29416) 
have  been  amended  by  these  regula¬ 
tions.  The  purpose  is  to  expand  and 
clarify  the  requirements  of  the  exist¬ 
ing  regulations  with  respect  to  entities 
requesting  Federal  financial  assistance 
for  feasibility  surveys,  planning  and 
initial  development,  and  initial  operat¬ 
ing  costs  of  health  maintenance  orga¬ 
nizations.  Federal  financial  assistance 
for  grant  and  loan  support  for  the  de¬ 
velopment  and  initial  operating  costs 
of  health  maintenance  organizations  is 
authorized  under  Title  XIII  of  the 
Public  Health  Service  Act,  “Health 
Maintenance  Organizations”  (42 
U.S.C.  300e  et  seq.),  els  amended  by  the 
Health  Maintenance  Organization 
Amendments  of  1976  (Pub.  L.  94-460). 

EFFECTIVE  DATE:  February  10, 
1978.  Comments  are  due  on  or  before 
April  11,  1978. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  written  comments, 
suggestions,  or  objections  to  the 
amended  Subpart  C— Grants  for  Feasi¬ 
bility  Surveys,  Subpart  D— GrEints  and 
Loan  Guarantees  for  Planning  and  for 
Initial  Development  Costs,  Eind  Sub¬ 
part  E — Loans  and  Loan  Guarantees 
for  Initial  Operating  Costs,  to  the  Di¬ 
rector,  Division  of  Health  Mainte¬ 
nance  Organizations  Development, 
Office  of  the  Assistant  Secretary  for 
Health,  Room  12-05,  5600  Fishers 
Lane  Rockville,  Md.  20857.  All  com¬ 
ments  timely  received  will  be  consid¬ 
ered  and  will  be  available  for  public  in¬ 
spection  at  the  above  address  during 
regular  business  hours.  Following  the 
close  of  the  comment  period,  these 
regulations  will  be  revised  as  warrant¬ 
ed  by  the  public  comments  received. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Frank  H.  Seubold,  Ph.  D.,  Director, 
Division  of  Health  Maintenance  Or¬ 
ganizations  Development,  5600  Fish¬ 
ers  Lane,  Parklawn  Building,  Room 
12-05,  Rockville,  Md.  20857,  301-443- 
4106. 

SUPPLEMENTARY  INFORMATION: 
The  Health  Maintenance  Organization 


Act  of  1973,  Pub.  L.  93-222,  was  ap¬ 
proved  on  December  29,  1973,  and 
amended  the  Public  Health  Service 
Act  to  provide  assistance  and  encour¬ 
agement  for  the  establishment  and  ex¬ 
pansion  of  health  maintenance  organi¬ 
zations  (HMOs).  Final  rules  with  re¬ 
spect  to  the  HMO  Act  were  published 
in  the  Federal  Register  on  October 
18,  1974.  These  rules  set  forth  require¬ 
ments  for  applicants  requesting  Feder¬ 
al  financial  assistance  for  the  develop¬ 
ment  and  initial  operation  of  HMOs. 
The  Health  Maintenance  Organization 
Amendments  of  1976,  Pub.  L.  94-460, 
became  law  on  October  8,  1976,  and 
extended  the  present  Federal  financial 
assistance  program  as  follows: 

1.  Grants  for  feasibility  surveys 
through  September  30,  1978. 

2.  Grants  and  loan  guarantees  for 
planning  projects  through  September 
30,  1978. 

3.  Grants  and  loan  guarantees  for 
initial  development  projects  through 
September  30,  1979. 

4.  Loans  and  loan  guarantees  for  ini¬ 
tial  operating  costs  through  Septem¬ 
ber  30.  1980. 

After  the  Health  Maintenance  Orga¬ 
nization  Amendments  of  1976  became 
law,  there  was  a  need  to  revise  the  Oc¬ 
tober  18,  1974,  regulations  as  soon  as 
possible,  since  the  new  law  moderated 
certain  restrictive  provisions  of  the 
original  Act.  Accordingly,  interim  reg¬ 
ulations  were  published  on  June  8, 
1977.  Since  there  was  an  urgency  to 
issue  these  interim  regulations,  only 
minimal  revisions  necessary  to  elimi¬ 
nate  conflicts  with  the  new  law  were 
made  in  order  to  allow  the  activities  of 
the  health  maintenance  organization 
program  to  be  administered  under  the 
authority  of  the  1976  amendments.  In 
the  preamble  to  the  June  8  regula¬ 
tions,  the  Department  stated  that  it 
intended  to  issue  a  notice  of  proposed 
rulemaking  which  would  have  pro¬ 
posed  to  revise  those  regulations  and 
implement  all  of  the  provisions  of  the 
new  law;  however,  it  has  been  deter¬ 
mined  upon  reconsideration  that  the 
Subparts  C,  D,  and  E  set  forth  below 
could  be  issued  without  notice  of  pro¬ 
posed  rulemaking  since  the  changes 
made  are  largely  administrative  and 
technical  and  not  substantive  in 
nature. 

Notice  of  proposed  rulemaking  has 
been  omitted  in  the  issuance  of  these 
regulations  as  impractical  and  con¬ 
trary  to  the  public  interest.  Subparts 
C,  D,  and  E  of  the  regulations  are 
needed  as  soon  as  possible  so  appli¬ 
cants  can  meet  statutory  deadlines 
providing  that  initial  development 
projects  can  be  funded  only  through 
fiscal  year  1979.  If  applicants  are  to 
meet  this  schedule,  feasibility  studies 
must  be  completed  early  in  fiscal  year 
1978  and  planning  applications  must 
be  funded  prior  to  fiscal  year  1979.  To 
submit  these  amendments  to  public 


participation  in  rulemaking  before 
making  them  effective  would  necessar¬ 
ily  result  in  excessive  delays  in  meet¬ 
ing  this  schedule. 

In  addition  to  revisions  required  by 
the  Health  Maintenance  Organization 
Amendments  of  1976,  revisions  have 
also  been  made  as  a  result  of  3  years  of 
program  experience  in  reviewing  and 
evaluating  over  500  applications  re¬ 
questing  Federal  financial  assistance 
under  Title  XIII.  Administrative  and 
technical  changes  have  been  made  by 
refining  and  clarifying  certain  tasks 
required  of  applicants  in  conducting 
feasibility  surveys,  and  in  carrying  out 
planning  and  initial  development  pro¬ 
jects.  Appropriate  revisions  have  been 
made  in  the  respective  evaluation  and 
award  sections  to  conform  with  the 
changes  in  the  project  element  sec¬ 
tions  of  the  regulations. 

Attention  is  called  to  the  following 
revisions: 

1.  Section  110.403(f)(5).  The  pro¬ 
gram  requirements  for  developing  a 
sound  marketing  plan  in  the  planning 
phase  of  the  project  have  been  defined 
and  clarified.  A  study  conducted  by 
the  Division  of  Health  Maintenance 
Organizations  noted  marketing  defi¬ 
ciencies  as  the  major  cause  for  denial 
or  delay  in  determination  of  qualifica¬ 
tion  in  over  90  percent  of  the  applica¬ 
tions  studied. 

2.  Section  110.407(b)  Length  and 
maturity  of  loans;  Section  110.505 
Reserve  requirement;  Section 
110.508(b)  Length  and  maturity  of 
loans. 

The  length  and  maturity  of  loans 
and  the  accumulation  period  for  re¬ 
serve  requirements  have  been  adjusted 
to  conform  with  the  statute,  which 
added  two  years  to  the  period  for 
which  the  loan  or  loan  guarantee  as¬ 
sistance  monies  may  be  used.  Accord¬ 
ingly,  the  allowable  loan  repayment 
period  and  the  deadline  for  accumulat¬ 
ing  the  restricted  reserve  have  also 
been  extended  for  two  years. 

3.  Sections  110.405  (a)(2),  (b)(3)  and 
110.503(b)(2).  In  order  to  be  eligible 
for  loan  guarantees,  private  (other 
than  nonprofit  private)  health  mainte¬ 
nance  organizations  must  serve  or  pro¬ 
pose  to  serve  medically  underserved 
areas.  To  assure  that  health  mainte¬ 
nance  organizations  receiving  loan 
guarantees  provide  a  significant  level 
of  service  to  such  areas,  the  Depart¬ 
ment  has  amended  §§110.405  (a)(2), 
(b)(3)  and  110.503(b)(2)  to  set  a  10  per¬ 
cent  level  as  the  requirement  for  eligi¬ 
bility  for  loan  guarantees  for  private 
(other  than  nonprofit  private)  health 
maintenance  organizations. 

4.  Section  110.507.  The  provision  was 
added  limiting  the  aggregate  amount 
of  principal  of  loans  made  or  guaran¬ 
teed  under  section  1305  of  the  Act  for 
a  health  maintenance  organization  to 
an  amount  not  to  exceed  $2,500,000. 
This  is  a  statutory  requirement  and 
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was  inadvertently  omitted  from  the 
existing  interim  regulations. 

5.  Delete  former  §  110.507(b).  Pro¬ 
gram  experience  in  making  over  30 
loans  since  December  1974  has  proven 
the  impracticability  of  the  provision 
which  limits  loans  and  loan  guaran¬ 
tees  to  two-thirds  of  the  Secretary’s 
projection  of  the  amount  by  which  op¬ 
erating  costs  during  a  period  not  to 
exceed  the  first  60  months  of  oper¬ 
ation  exceed  revenues  for  such  period. 
Health  maintenance  organizations’  ap¬ 
plications  approved  for  loan  or  loan 
guarantee  assistance  to  date,  with  only 
one  exception,  have  requested  and  re¬ 
ceived  a  waiver  of  the  two-thirds  limi¬ 
tation  requirement.  These  waivers 
were  based  on  evidence  that  they 
could  not  obtain  one-third  of  the  pro¬ 
jected  loan  needs  from  private  sources. 
Since  this  provision  is  not  a  statutory 
requirement,  it  was  deleted  from  the 
regulations. 

6.  The  last  sentence  in  §  110.407(c), 
relating  to  loan  guarantees  for  plan¬ 
ning  and  initial  development  assist¬ 
ance,  had  provided  that  “Principal  re¬ 
payment  during  the  first  36-months  of 
operation  may  be  deferred,  with  pay¬ 
ment  of  interest  only  by  the  applicant 
during  such  period.”  The  36  month  de¬ 
ferral  period  has  been  deleted  to  make 
clear  that  a  deferral  of  payment  for  36 
months  of  operation  was  not  manda¬ 
tory,  inasmuch  as  this  provision  al¬ 
lowed  for  deferral  of  principal  repay¬ 
ments  during  the  first  36  months  of 
operation  in  addition  to  the  planning 
and  initial  development  periods.  It  is 
felt  that  the  financial  interest  of  the 
Government  would  best  be  served  by 
the  Secretary  negotiating  a  deferral 
period  with  each  applicant. 

7.  In  §§  110.303(h)  and  110.403(b), 
the  requirement  that  the  applicant 
shall  assure  cooperation  was  expanded 
to  include  both  the  appropriate  health 
systems  agency  and  the  State  health 
planning  and  development  agency. 
Pub.  L.  93-641,  approved  on  January  4, 
1975,  amended  the  Act  to  make  health 
maintenance  organizations  subject  to 
State  certificate  of  need  programs  (ad¬ 
ministered  by  State  health  planning 
and  development  agencies)  under  Sec¬ 
tion  1523(aX4)(B)  of  the  Act.  Accord¬ 
ingly,  applicants  for  feasibility  and 
planning  projects  are  now  required  to 
show  evidence  of  their  cooperation 
with  both  agencies. 

8.  The  establishment  of  the  individ¬ 
ual  practice  association  has  been 
added  as  §  110.403(f)(12)  as  an  essen¬ 
tial  planning  activity  for  proposed 
health  maintenance  organizations 
planning  to  provide  services  through 
an  individual  practice  association. 
Over  three  years  of  developmental  as¬ 
sistance  activity  have  been  demon¬ 
strated  that  the  actual  establishment 
of  an  individual  practice  association  is 
essential  to  facilitate  transition  into 
operational  status. 


The  following  is  a  status  report  on 
other  provisions  of  the  health  mainte¬ 
nance  organizations  regulations  under 
Part  110: 

Regulations  .  Status 

Subpart  A— Requirement*  for  To  be  reorganized 
a  Health  Maintenance  and  new 

Organization.  definitions  to  be 

added— to  be 
Issued  as  a  notice 
of  proposed 
rulemaking. 

Subpart  B— Federal  Financial  Health  systems 
Assistance:  General.  agency  review 

criteria  to  be 
revised  and 
procedures  to  be 
added— to  be 
issued  as  a  notice 
of  proposed 
rulemaking. 

Subpart  P— Qualification  of  Revisions  of 

Health  Maintenance  §  110.605  are  being 

Organizations.  considered  with 

respect  to 
evaluation  and 
determination  of 
qualification. 

Subpart  O— Restrictive  State  No  changes  under 
Laws  and  Practices.  consideration. 

-Subpart  H— Employees’  To  be  revised  to 

Health  Benefits  Plans.  conform  with 

amended  law— to 
be  issued  as  a 
notice  of  proposed 
rulemaking. 

Subpart  I— Continued  Published  as  a 

Regulation  of  Health  notice  of  proposed 

Maintenance  Organizations  rulemaking  in  the 
and  Other  Entities  and.  Federal  Register 

(41  FR  40292- 
40295) on 
September  17, 
1976. 

Subpart  J —Reconsiderations  To  be  revised  to 
and  Hearings.  conform  with 

amended  law— to 
be  reissued  as  a 
notice  of  proposed 
rulemaking. 

The  Assistant  Secretary  for  Health 
of  the  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  with  the  approval 
of  the  Secretary  of  Health,  Education, 
and  Welfare,  hereby  amends  the  fol¬ 
lowing  Subparts  of  42  CFR  Part  110  as 
follows:  Subpart  C— Grants  for  Feasi¬ 
bility  Surveys;  Subpart  D— Grants  and 
Loan  Guarantees  for  Planning  and  for 
Initial  Development  Costs;  and  Sub¬ 
part  E— Loans  and  Loan  Guarantees 
for  Initial  Operating  Cost. 

Note.— The  Department  of  Health,  Educa¬ 
tion,  and  Welfare,  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflation 
Impact  Statement  under  Executive  Order 
11821  and  OMB  Circular  A-107. 

Dated:  October  4, 1977. 

Julius  B.  Richmond, 
Assistant  Secretary  for  Health. 

Approved:  February  2,  1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 

Subpart  C— Grant*  for  Feasibility  Surveys 

110.301  Applicability. 

110.302  Eligibility. 

110.303  Project  elements. 

110.304  Evaluation  and  award. 

110.305  Funding  duration  and  limitation. 


Subpart  0 — Grant*  and  loan  Guarantee*  for  Manning 
and  far  Initial  Development  Co*t» 

110.401  Applicability. 

110.402  Eligibility. 

110.403  Project  elements  for  planning. 

110.404  Project  elements  for  initial  devel¬ 
opment. 

110.405  Funding  duration  and  limitation. 

110.406  Evaluation  and  award. 

110.407  Loan  provisions. 

Subpart  E — Loans  and  loan  Guarantee*  for  Initial 
Operating  Cost* 

110.501  Applicability. 

110.502  Definitions. 

110.503  Eligibility. 

110.504  Project  elements. 

110.505  Reserve  requirements. 

110.506  Evaluation  and  award. 

110.507  Funding  duration  and  limitation. 

110.508  Loan  provisions. 

Authority:  Sec.  215,  58  Stat.  690  (42 
U.S.C.  216);  secs.  1301-1316.  as  amended,  90 
Stat.  1946-1960  (42  U.S.C.  300e-300e-15). 

Subpast  C — Grants  for  Feasibility  Survey* 

§  110.301  Applicability. 

The  regulations  of  this  subpart,  in 
addition  to  the  regulations  of  Subpart 
B  of  this  part,  are  applicable  to  grants 
awarded  pursuant  to  section  1303  of 
the  Act  for  projects  to  conduct  surveys 
or  other  activities  to  determine  the 
feasibility  of  developing  and  operating 
or  expanding  the  operation  of  health 
maintenance  organizations. 

§110.302  Eligibility. 

(a)  Eligible  applicants.  Any  public  or 
private  nonprofit  entity  which  is  or 
proposes  to  develop  or  become  a 
health  maintenance  organization  is 
eligible  to  apply  for  an  award  under 
this  subpart,  except  that  in  the  case  of 
applications  for  support  of  expansion, 
only  organizations  which  have  been 
found  by  the  Secretary  to  be  qualified 
health  maintenance  organizations  are 
eligible  to  apply. 

(b)  Eligible  projects.  Awards  may  be 
made  pursuant  to  section  1303  of  the 
Act,  the  regulations  of  Subpart  B  of 
this  part,  and  this  subpart,  to  eligible 
applicants  to  assist  in  conducting  sur¬ 
veys  or  other  activities  to  determine 
the  feasibility  of  developing  or  ex¬ 
panding  the  operation  of  organizations 
which  meet  or  propose  to  meet  the  re¬ 
quirements  under  subpart  A  of  these 
regulations. 

§  110.303  Project  elements. 

An  approvable  application  must  pro¬ 
vide: 

(a)  Statements  which  describe  con¬ 
cisely: 

(1)  The  goals  and  objectives  of  the 
applicant  organization  and  of  the  pro¬ 
posed  health  maintenance  organiza¬ 
tion  if  the  proposed  health  mainte¬ 
nance  organization  is  different  from 
the  applicant  organization;  if  it  is  dif¬ 
ferent,  describe  the  relationship  be¬ 
tween  the  two  organizations; 

(2)  The  administrative,  managerial, 
and  organizational  arrangements; 
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(3)  The  resources  to  be  used,  includ¬ 
ing  consultants  whose  tasks  must  be 
defined  adequately  to  permit  an  evalu¬ 
ation  of  the  need  for  such  consultants; 

(4)  The  existing  or  proposed  compo¬ 
sition  of  the  Board  of  Directors  of  the 
applicant  organization  and  its  duties; 

(5)  The  proposed  service  area  and 
the  surrounding  community,  the 
number  of  employed  persons  and 
number  of  primary  care  physicians  lo¬ 
cated  in  the  proposed  service  area;  and 

(6)  Intended  financial  participation 
of  the  applicant,  specifying  the  type  of 
contribution,  such  as  cash  or  services, 
loan  of  full-  or  part-time  staff,  equip¬ 
ment,  space,  materials,  or  other  contri¬ 
butions. 

(b)  In  the  case  of  a  proposed  staff  or 
medical  group  health  maintenance 
oganization,  letters  from  at  least  three 
physicians  expressing  their  interest  in 
the  health  maintenance  organization 
feasibility  study  in  connection  with 
their  eventual  participation  in  the 
health  maintenance  organization  as 
providers  of  basic  health  services. 

(c)  In  the  case  of  a  proposed  individ¬ 
ual  practice  association  health  mainte¬ 
nance  organization,  letters  from  the 
local  medical  society  or  societies,  or 
from  at  least  three  individual  physi¬ 
cians,  expressing  their  interest  in  the 
health  maintenance  organization  fea¬ 
sibility  study  in  connection  with  their 
eventual  participation  in  the  health 
maintenance  organization  as  providers 
of  basic  health  services. 

(d)  Evidence  that  there  is  interest  in 
the  possible  development  of  a  health 
maintenance  organization  from  one  or 
more  employers,  or  unions,  or  commu¬ 
nity  leaders  in  the  proposed  service 
area. 

(e)  Plans  for  conducting  the  feasibil¬ 
ity  study  which  must  include  a  consoli¬ 
dated  time-phased  milestone  chart  in¬ 
dicating  proposed  funding  and  man¬ 
power  to  be  allocated  to  each  of  the 
six  activities  below,  and  a  narrative  ex¬ 
planation  of  work  plans  to  accomplish 
the  six  activities: 

(1)  Identification  of  pertinent  State 
laws,  regulations,  and  practices  relat¬ 
ing  to  the  intended  organizational 
structure  and  operation  as  a  health 
maintenance  organization; 

(2)  Identification  of  major  groups  or 
other  potential  sources  of  enrollement 
to  which  marketing  efforts  will  be  di¬ 
rected,  including  their  existing  health 
plan  benefits  and  payments  and  the 
level  and  scope  of  major  health  plan 
benefits  and  premiums  in  the  commu¬ 
nity; 

(3)  Identification  of  potential  provid¬ 
ers  and  available  health  manpower 
necessary  to  provide  basic  health  ser¬ 
vices  to  the  number  of  enrollees  pro¬ 
jected  to  be  served,  and  provision  of 
evidence  of  their  willingness  to  partici¬ 
pate  in  the  proposed  health  mainte¬ 
nance  organization; 

(4)  Development  of  detailed  esti¬ 
mates  of  expected  utilization  and  the 
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amount  to  be  charged  for  basic  health 
services  when  the  proposed  health 
maintenance  organization  becomes 
operational; 

(5)  Development  of  detailed  esti¬ 
mates  of  the  enrollment  and  funds  re¬ 
quired  to  reach  the  financial  break¬ 
even  point.  These  estimates  must  take 
into  account  all  potential  sources  of 
income;  and 

(6)  Development  of  preliminary  esti¬ 
mates  of  the  type  and  number  of  fa¬ 
cilities,  if  any,  necessary  to  provide 
health  services  when  the  health  main¬ 
tenance  organization  becomes  oper¬ 
ational. 

(f)  In  addition,  in  the  case  of  an 
operational  prepaid  health  plan  which 
proposes  to  become  a  qualified  health 
maintenance  organization,  an  identifi¬ 
cation  of  gaps  between  its  current  op¬ 
eration  and  the  requirements  of  sub¬ 
part  A  of  this  Part. 

(g)  In  addition,  in  the  case  of  a  quali¬ 
fied  health  maintenance  organization 
requesting  assistance  for  significant 
expansion: 

(1)  Data  on  prepaid  membership 
totals  for  annual  intervals  over  the 
past  five  years,  or  if  the  health  main¬ 
tenance  organizations  has  not  been  op¬ 
erating  for  five  years,  such  data  on  a 
quarterly  basis  for  the  time  during 
which  it  has  been  in  operation; 

(2)  A  description  of  the  current 
health  service  delivery  facilities,  in¬ 
cluding  an  estimate  of  their  capacity; 

(3)  The  number  and  specialties  of 
current  health  professionals  serving 
its  members;  and 

(4)  The  plans  for  the  proposed  sig¬ 
nificant  expansion  which  demonstrate 
that  the  definition  of  significant  ex¬ 
pansion  in  §  110.202(c)  will  be  met. 

(h)  An  assurance  that  the  applicant 
will  cooperate  with  the  appropriate 
health  systems  agency  and  State 
health  planning  and  development 
agency;  and 

(i)  Written  evidence  of  notification 
to  the  local  medical  society  or  societies 
of  the  applicant’s  intention  to  apply 
for  assistance. 

§  110.304  Evaluation  and  award. 

(a)  Within  the  limits  of  funds  avail¬ 
able  for  such  purpose,  the  Secretary 
may  make  awards  to  cover  up  to  90 
percent  of  the  cost  of  projects,  or  in 
the  case  of  projects  which  will  draw 
not  less  than  30  percent,  not  more 
than  the  appropriate  percentage  (as 
determined  under  §  110.108(c)),  of 
their  anticipated  enrollment  from 
medically  underserved  populations,  up 
to  100  percent  of  the  costs,  to  those 
applicants  whose  projects  will,  in  his 
judgment,  best  promote  the  purposes 
of  section  1303  of  the  Act  and  the  reg¬ 
ulations  of  this  subpart,  taking  into 
account: 

(1)  The  appropriateness  and  com¬ 
pleteness  with  which  the  applicant  ad¬ 
dresses  the  project  elements  set  forth 
above; 


(2)  The  comments  of  the  appropri¬ 
ate  health  systems  agency  or  State 
health  planning  and  development 
agency; 

(3)  The  degree  to  which  the  goals 
and  objectives  of  the  proposed  project 
will  promote  the  purposes  of  the  Act 
and  are  consistent  with  the  generally 
recognized  capability  of  effectively  or¬ 
ganized  and  managed  health  mainte¬ 
nance  organizations  to  reduce  inappro¬ 
priate  hospital  utilization,  to  contain 
health  care  costs,  to  use  effectively 
medical  and  other  health  manpower, 
to  emphasize  early  detection  and 
treatment  of  illness,  and  to  contribute 
to  a  better  distribution  and  quality  of 
health  care; 

(4)  Satisfactory  evidence  of  under¬ 
standing  and  commitment  to  the  de¬ 
velopment  of  a  qualified  health  main¬ 
tenance  organization  on  the  part  of 
the  sponsors  and  the  board  of  direc¬ 
tors  of  the  proposed  project; 

(5)  The  qualifications  of  the  project 
director  or  proposed  project  director 
or  other  person  responsible  for  com¬ 
pletion  of  the  feasibility  study  and  a 
position  description  adequate  to  assure 
that  a  well-qualified  person  has  been 
or  will  be  selected; 

(6)  The  thoroughness  of  the  miles¬ 
tone  chart  and  narrative  plan  for  con¬ 
ducting  the  feasibility  study  by  pro¬ 
ject  staff  and  any  proposed  consul¬ 
tants; 

(7)  The  indications  of  interest  ob¬ 
tained  from  physicians  with  respect  to 
their  eventual  participation  as  provid¬ 
ers  of  basic  health  services; 

(8)  The  probability  of  financial  via¬ 
bility  based  on  potential  sources  of  fi¬ 
nancial  support  for  development  and 
operations,  on  potential  sources  of  en¬ 
rollment,  and  on  the  effect  of  compet¬ 
ing  health  insurance  plans; 

(9)  The  inclusion  of  medically  under¬ 
served  populations  in  the  projected  en¬ 
rollment; 

(10)  The  location  and  the  number  of 
prepaid  health  plans  already  providing 
health  services  to  a  defined  population 
in  the  applicant’s  proposed  service 
area  and  to  the  extent  known  the 
number  of  organizations  already 
studying  health  maintenance  organi¬ 
zation  development  in  the  proposed 
service  area; 

(11)  The  level  of  the  applicant’s  in¬ 
tended  contribution  to  the  project; 

(12)  In  the  case  of  an  existing  pre¬ 
paid  health  plan,  the  potential  to 
become  a  qualified  health  mainte¬ 
nance  organization; 

( 13)  In  the  case  of  expansion  projects, 
the  potential  rate  of  increase  of  ex¬ 
pansion,  or  the  potential  increase  in 
the  area  to  be  served  by  the  expanded 
health  maintenance  organization. 

(b)  In  considering  applications  under 
this  subpart,  the  Secretary  will  give 
priority  to  applications  which  contain 
assurances  satisfactory  to  the  Secre¬ 
tary  that  when  the  organizations 
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become  operational  not  less  than  30 
percent  of  their  members  will  be  mem¬ 
bers  of  a  medically  underserved  popu¬ 
lation. 

§  110.305  Funding  duration  and  limita¬ 
tion. 

(a)  The  amount  of  any  award  shall 
be  determined  by  the  Secretary  on  the 
basis  of  his  estimate  of  the  sum  neces¬ 
sary  for  project  costs:  Provided,  how¬ 
ever,  That  any  single  grant  may  not 
exceed  $75,000. 

Cb)  Feasibility  survey  applicants  may 
propose  that  the  award  period  be  12 
months  or  less.  Feasibility  survey  pro¬ 
jects  shall  be  completed  within  the 
period  of  the  award.  The  Secretary 
may  make  not  more  than  one  addi¬ 
tional  grant  for  a  project  for  a  feasibil¬ 
ity  survey  for  which  a  grant  has  previ¬ 
ously  been  made,  and  may  permit  ad¬ 
ditional  time  (up  to  12  months)  for 
completion  of  the  project  if  he  deter¬ 
mines  that  the  additional  grant  or  ad¬ 
ditional  time,  or  both,  is  needed  to 
complete  the  project  adequately. 

(c)  Funds  under  grants  for  feasibility 
surveys  shall  be  used  only  for  activi¬ 
ties  set  forth  in  §  110.303(e)  and  for  ac¬ 
tivities  designed  to  fill  the  gaps  re¬ 
ferred  to  in  §  110.303(f). 

Subpart  D — Grants  and  Loan  Guarantees  for 

Planning  and  Initial  Development  Costs 

§110.401  Applicability. 

The  regulations  of  this  subpart,  in 
addition  to  the  regulations  to  Subpart 
B  of  this  part,  are  applicable  to: 

(a)  Grants  awarded  pursuant  to  sec¬ 
tion  1304  of  the  Act  for  projects  for 
planning,  and  initial  development  of 
health  maintenance  organizations  or 
for  significant  expansion,  as  defined  in 
§  110.202(c),  of  the  membership  of,  or 
areas  served,  by  qualified  health  main¬ 
tenance  organizations,  and 

(b)  Guarantees  made  to  non-Federal 
lenders  of  payment  of  the  principal  of 
and  the  interest  on  loans  made  to— 

(1)  Nonprofit  private  entities  for 
such  projects  for  the  establishment  or 
expansion  of  health  maintenance  or¬ 
ganizations,  or 

(2)  Private  entities  (other  than  non¬ 
profit  private  entities)  for  such  pro¬ 
jects  for  health  maintenance  organiza¬ 
tions  which  will  serve  medically  under¬ 
served  populations. 

§  110.402  Eligibility. 

(a)  Eligible  applicants.  (1)  Any 
public  entity  which  is  or  which  pro¬ 
poses  to  become  a  health  maintenance 
organization  is  eligible  to  apply  for  a 
grant  under  this  subpart,  except  that 
in  the  case  of  applications  for  support 
of  expansion,  only  organizations 
which  have  been  found  by  the  Secre¬ 
tary  to  be  qualified  health  mainte¬ 
nance  organizations  are  eligible  to 
apply. 

(2)  Any  nonprofit  private  entity 
which  is  or  which  proposes  to  become 


a  health  maintenance  organization  is 
eligible  to  apply  for  a  grant  or  a  loan 
guarantee  under  this  subpart,  except 
that  in  the  case  of  applications  for 
support  of  expansion,  only  organiza¬ 
tions  which  have  been  found  by  the 
Secretary  to  be  qualified  health  main¬ 
tenance  organizations  are  eligible  to 
apply. 

(3)  Any  private  entity  (other  than  a 
nonprofit  private  entity)  which  is  or 
which  proposes  to  become  a  health 
maintenance  organization  and  which 
proposes  to  serve  a  medically  under¬ 
served  population  is  eligible  to  apply 
for  a  loan  guarantee  under  this  sub¬ 
part,  except  that  in  the  case  of  appli¬ 
cations  for  support  of  expansion,  only 
organizations  which  have  been  found 
by  the  Secretary  to  be  qualified  health 
maintenance  organizations  are  eligible 
to  apply. 

(b)  Eligible  projects— (1)  Grants. 
Awards  of  grants  may  be  made  pursu¬ 
ant  to  section  1304  of  the  Act  and  the 
regulations  of  Subpart  B  of  this  part 
and  this  subpart  to  eligible  applicants 
for  planning  for  the  establishment  of 
health  maintenance  organizations,  or 
for  the  significant  expansion  of  the 
membership  of,  or  areas  served  by  the 
health  maintenance  organizations 
meeting  the  requirements  of  Subpart 
A  of  this  part,  or  for  the  initial  devel¬ 
opment  or  significant  expansion  of 
such  organizations; 

(2)  Loan  guarantees,  (i)  In  the  case 
of  nonprofit  private  entities,  guaran¬ 
tees  may  be  made  pursuant  to  section 
1304  of  the  Act  and  the  regulations  of 
Subpart  B  of  this  part  and  this  sub¬ 
part  to  eligible  applicants  for  the  pay¬ 
ment  of  the  principal  of  and  the  inter¬ 
est  on  loans  for  planning  projects  for 
the  establishment  of  health  mainte¬ 
nance  organizations,  or  the  significant 
expansion  of  existing  organizations 
which  have  been  found  by  the  Secre¬ 
tary  to  meet  the  applicable  require¬ 
ments  of  Title  XIII  of  the  Act  and  the 
applicable  regulations  of  this  part,  or 
for  the  initial  development  or  signifi¬ 
cant  expansion  of  such  health  mainte¬ 
nance  organizations. 

(ii)  In  the  case  of  private  entities 
(other  than  nonprofit  private  entities), 
guarantees  may  be  made  pursuant  to 
section  1304  of  the  Act  and  the  regula¬ 
tions  of  Subpart  B  of  this  part  and 
this  subpart  to  eligible  applicants  for 
the  payment  of  the  principal  of  and 
the  interest  on  loans  for  planning  pro¬ 
jects  for  the  establishment  of  health 
maintenance  organizations,  or  the  sig¬ 
nificant  expansion  of  existing  organi¬ 
zations  which  have  been  found  by  the 
Secretary  to  meet  the  applicable  re¬ 
quirements  of  Title  XIII  of  the  Act 
and  the  applicable  regulations  of  this 
part,  or  for  the  initial  development  or 
significant  expansion  of  such  health 
maintenance  organizations:  Provided, 
That  at  least  30  percent  of  the  project¬ 
ed  members  of  such  organizations  are 


from  medically  underserved  popula¬ 
tions. 

§  110.403  Project  elements  for  planning. 

An  approvable  application  must  pro¬ 
vide: 

(a)  Statements  which  describe  in 
detail: 

(1)  The  goals  and  objectives  of  the 
proposed  health  maintenance  organi¬ 
zation; 

(2)  The  administrative,  managerial, 
and  organizational  arrangements; 

(3)  The  resources  to  be  used  includ¬ 
ing  consultants  whose  tasks  must  be 
defined  adequately  to  permit  an  evalu¬ 
ation  of  the  need  for  such  consultants; 

(4)  The  existing  or  proposed  compo¬ 
sition  of  the  Board  of  Directors  of  the 
applicant  organization  and  its  duties; 

(5)  The  proposed  service  area  and 
the  surrounding  community,  the 
number  of  employed  persons  and 
number  of  primary  care  physicians  lo¬ 
cated  in  the  proposed  service  area;  and 

(6)  The  intended  financial  participa¬ 
tion  of  the  applicant,  specifying  the 
type  of  contribution  such  as  cash  or 
services,  loans  of  full-  or  part-time 
staff,  equipment,  space,  materials,  fa¬ 
cilities,  or  other  contributions. 

(b)  An  assurance  that  the  applicant 
will  cooperate  with  the  appropriate 
health  systems  agency  and  State 
health  planning  and  development 
agency. 

(c)  Written  evidence  of  notification 
to  the  local  medical  society  or  societies 
of  the  applicant’s  intention  to  apply 
for  assistance. 

(d)  Evidence  that  there  is  support 
for  the  project  by  organizations,  or  in¬ 
stitutions,  or  employer  groups  which 
may  participate  in  the  development  of 
the  proposed  health  maintenance  or¬ 
ganization. 

(e)  A  detailed  report  of  the  results  of 
the  activities  performed  during  the 
feasibility  survey  or  study  which  es¬ 
tablished  the  feasibility  of  developing 
the  health  maintenance  organization, 
as  well  as  of  any  other  activities  relat¬ 
ing  to  the  development  of  the  health 
maintenance  organization  undertaken 
prior  to  application  for  planning  assis¬ 
tance.  With  regard  to  the  report  of  the 
feasibility  survey,  information  on  the 
following  must  be  included: 

(1)  Status  of  the  applicant  in  terms 
of  pertinent  State  laws,  regulations, 
and  practices  relating  to  operating  as  a 
health  maintenance  organization; 

(2)  Organizational  structure  of  the 
proposed  health  maintenance  organi¬ 
zation; 

(3)  The  types  of  population  groups 
which  would  be  sources  of  prepayment 
for  an  operational  health  maintenance 
organization  and  other  potential 
sources  of  payment  for  services  when 
operational; 

(4)  Providers  of  basic  health  services 
who  have  agreed  or  might  reasonably 
be  expected  to  agree  to  provide  health 
benefits; 
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(5)  Sources  of  payment  and  oper¬ 
ational  support  including: 

(i)  Preliminary  estimate  of  the 
amount  to  be  charged  for  basic  health 
benefits  when  the  proposed  health 
maintenance  organization  becomes 
operational;  and 

(ii)  Estimate  of  enrollment  and 
income  required  to  reach  the  financial 
breakeven  point;  and 

(6)  A  preliminary  estimate  of  facili¬ 
ties  required  for  operational  status. 

(f)  Concise  plans  for  accomplishing 
planning  stage  activities,  which  must 
include  at  a  minimum,  a  description  of 
tasks  for  each  activity  listed  below,  ac¬ 
companied  by  a  time-phased  milestone 
chart  indicating  proposed  funding  and 
manpower  to  be  allocated  to  each  such 
activity  (where  circumstances  indicate 
that  it  would  be  appropriate  and  con¬ 
sistent  with  the  intent  of  the  Act,  ad¬ 
ditional  activities  may  be  proposed): 

(1)  Recruitment  of  key  project  staff 
which  shall  include  the  employment 
of  a  full-time  project  director; 

(2)  Planning  for,  and  when  appropri¬ 
ate,  initiation  of  action  relating  to 
compliance  with  all  applicable  State 
requirements,  including  State  certifi¬ 
cate  of  need  programs,  and  with  sec¬ 
tion  1513(e)  of  the  Public  Health  Ser¬ 
vice  Act; 

(3)  Development  of  formal  organiza¬ 
tion; 

(4)  Establishment  and  documenta¬ 
tion  of  community  support; 

(5)  Development  of  a  marketing  plan 
which  must  include  the  following: 

(i)  Market  assessment: 

(A)  Precise  description  of  the  service 
area; 

(B)  Information  about  prospects  for 
enrollment  of  groups,  including  analy¬ 
sis  of  competing  health  benefits  plans; 

(C)  Evidence  of  a  willingness  on  the 
part  of  key  prospects  to  offer  the 
health  maintenance  organization 
when  operational; 

(D)  An  estimate  of  market  potential 
for  a  five  year  period,  including  a  five 
year  enrollment  projection. 

(ii)  Marketing  strategy: 

(A)  Select  the  major  prospects  for 
enrollment; 

(B)  Develop  alternatives  to  meet  the 
enrollment  projections; 

(C)  Estimate  the  level  and  type  of 
marketing  effort  required  to  meet  the 
enrollment  projection; 

(D)  Develop  a  marketing  effort  and 
a  detailed  budget  including  staffing  re¬ 
quirements. 

(iii)  Marketing  materials: 

(A)  Develop  detailed  description  of 
specifications  for  marketing  and  en¬ 
rollment  literature; 

(B)  Develop  prototype  membership 
materials  including  membership  cards, 
subscriber  agreements,  handbooks  and 
certificates,  health  questionnaires,  etc. 

(6)  Definition  of  the  health  services 
and  options,  if  any  to  be  offered; 

(7)  Identification  of  providers  of 
basic  health  services  needed  to  provide 


those  services  to  the  projected  enroll¬ 
ment,  and  drafting  of  proposed  agree¬ 
ments  to  negotiate  with  these  provid¬ 
ers; 

(8)  Planning  for  necessary  facilities 
and  equipment  and  their  financing; 

(9)  Development  of  premium  struc¬ 
ture; 

(10)  Development  of  budget  and  fi¬ 
nancial  plan,  including  alternative 
plans  if  enrollment  varies  significantly 
from  projections; 

(11)  Obtaining  of  required  health 
systems  agency  or  agencies  and  State 
health  planning  and  development 
agency  determinations;  and 

(12)  Establishment  of  the  individual 
practice  association  entity  if  appropri¬ 
ate  to  the  intended  organizational 
structure  when  operational  as  a  health 
maintenance  organization. 

(g)  In  addition,  in  the  case  of  an 
operational  prepaid  health  plan  which 
proposes  to  become  a  qualified  health 
maintenance  organization,  an  identifi¬ 
cation  of  gaps  between  its  current  op¬ 
eration  and  the  requirements  of  Sub¬ 
part  A  of  this  part. 

(h)  In  addition,  in  the  case  of  a 
qualified  health  maintenance  organi¬ 
zation  requesting  assistance  for  signifi¬ 
cant  expansion: 

(1)  Data  on  prepaid  membership 
totals  for  annual  intervals  over  the 
past  five  years,  or  if  the  health  main¬ 
tenance  organization  has  not  been  op¬ 
erating  for  five  years,  such  data  on  a 
quarterly  basis  for  the  time  during 
which  it  has  been  in  operation; 

(2)  A  description  of  the  current 
health  service  delivery  facilities,  in¬ 
cluding  an  estimate  of  their  capacity; 

(3)  The  number  and  specialties  of 
current  health  professionals  serving 
its  members;  and 

(4)  The  plans  for  the  proposed  sig¬ 
nificant  expansion  which  demonstrate 
that  the  definition  of  significant  ex¬ 
pansion  in  §  110.202(c)  will  be  met. 

§110.404  Project  elements  for  initial  de¬ 
velopment 

An  approvable  application  must  pro¬ 
vide: 

(a)  Written  evidence  satisfactory  to 
the  Secretary  that  the  feasibility  of 
the  establishment  and  operation  or  ex¬ 
pansion  has  been  established  by  the 
applicant  and  that  sufficient  planning 
for  the  establishment  or  expansion 
has  been  conducted  by  the  applicant. 
In  addition,  applicants  must  provide 
the  information,  assurances  and  evi¬ 
dence  required  by  §  110.403  (a),  (b),  (c), 
(d),  and  (e),  and  must  report  all  other 
activities  relating  to  the  development 
of  the  health  maintenance  organiza¬ 
tion  undertaken  prior  to  application 
for  initial  development  assistance. 

(b)  Detailed  plans,  which  must  in¬ 
clude,  at  a  minimum,  tasks  designed  to 
accomplish  the  activities  listed  below, 
accompanied  by  a  time-phased  miles¬ 
tone  chart  indicating  proposed  fund¬ 


ing  and  manpower  to  be  allocated  to 
each  (where  circumstances  indicate 
that  it  would  be  appropriate  and  con¬ 
sistent  with  the  intent  of  the  Act,  ad¬ 
ditional  activities  may  be  proposed  in 
the  application): 

(1)  Development  of  a  schedule  to 
meet  the  requirements  of  Subpart  A 
of  this  part; 

(2)  Completion  of  activities  related 
to  resolution  of  legal  issues; 

(3)  Recruitment  and  training  of  per¬ 
sonnel  essential  for  operation  as  a 
health  maintenance  organization; 

(4)  Development  of  a  comprehensive 
financial  plan; 

(5)  Organization  of  physician  health 
services; 

(6)  Organization  of  other  basic 
health  services; 

(7)  Development  of  a  schedule  to 
construct,  lease,  renovate  or  otherwise 
obtain  health  maintenance  organiza¬ 
tion  facilities; 

(8)  Organization  of  ambulatory  care 
facility; 

(9)  Implementation  of  a  staffing 
plan  that  demonstrates  compliance 
with  the  appropriate  15  or  30  percent 
limitation  on  contracts  for  basic  and 
supplemental  health  services  (see 
§  110.104(a)),  and  formalization  of  con¬ 
tract  arrangements; 

(10)  Further  refinement  of  the  pro¬ 
jected  market  to  be  served  by  obtain¬ 
ing  specific  evidence  of  employer  or 
union  willingness  to  offer  the  health 
maintenance  organization  option  on 
specific  dates; 

(11)  Initiation  of  enrollment  plan; 
and 

(12)  Establishment  of  any  working 
capital  or  reserves  or  both  as  may  be 
required  by  State  authorities. 

(c)  Evidence  from  physicians  and 
from  one  or  more  hospitals  indicating 
that  they  intend  to  become  providers 
of  basic  health  services  for  the  pro¬ 
posed  health  maintenance  organiza¬ 
tion: 

(1)  In  the  case  of  an  individual  prac¬ 
tice  association-type  health  mainte¬ 
nance  organization,  there  must  be 
such  evidence  from  a  number  of  physi¬ 
cians  adequate  to  serve  the  proposed 
enrollment;  and 

(2)  In  the  case  of  a  non-individual 
practice  association-type  health  main¬ 
tenance  organization,  there  must  be 
such  evidence  from  at  least  three  phy¬ 
sicians,  indicating  that  they  are  willing 
to  be  employed  by  or  to  contract  with 
the  proposed  health  maintenance  or¬ 
ganization. 

(d)  In  the  case  of  an  applicant  which 
Intends  to  serve  Title  XIX  eligibles  or 
Title  XVIII  beneficiaries  as  a  part  of 
the  planned  enrollment,  as  appropri¬ 
ate: 

(1)  Evidence  that  the  State  Title 
XIX  agency  is  willing  to  negotiate  a 
prepaid  capitation  contract  in  the 
form  of  a  letter  or  other  document 
from  the  State  Title  XIX  agency,  or 
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(2)  Evidence  that  the  applicant  is 
planning  to  or  has  entered  into  a  con¬ 
tract  under  Title  XVIII  as  a  health 
maintenance  organization. 

(e)  In  addition,  in  the  case  of  an 
operational  prepaid  health  plan  which 
proposes  to  become  a  qualified  health 
maintenance  organization,  an  identifi¬ 
cation  of  gaps  between  its  current  op¬ 
eration  and  the  requirements  of  Sub¬ 
part  A  of  this  part. 

(f)  In  addition,  in  the  case  of  quali¬ 
fied  health  maintenance  organizations 
requesting  assistance  for  significant 
expansion: 

(1)  Data  on  prepaid  membership 
totals  for  annual  intervals  over  the 
past  five  years,  or  if  the  health  main¬ 
tenance  organization  has  not  been  op¬ 
erating  for  five  years,  such  data  on  a 
quarterly  basis  for  the  time  during 
which  it  has  been  in  operation; 

(2)  A  description  of  the  current 
health  service  delivery  facilities,  in¬ 
cluding  an  estimate  of  their  capacity; 

(3)  The  number  and  specialties  of 
current  health  professionals  serving 
its  members;  and 

(4)  The  plans  for  the  proposed  sig¬ 
nificant  expansion  which  demonstrate 
that  the  definition  of  significant  ex¬ 
pansion  in  §  110.202(c)  will  be  met. 

§110.405  Funding  duration  and  limita¬ 
tion. 

(a)  Planning  projects.  (1)  The 
amount  of  any  award  shall  be  deter¬ 
mined  by  the  Secretary  on  the  basis  of 
his  estimate  of  the  sum  necessary  for 
project  costs:  Provided,  That  any 
single  grant  and  the  amount  of  princi¬ 
pal  of  any  single  loan  guaranteed 
under  section  1304  of  the  Act  may  not 
exceed  $200,000. 

(2)  In  considering  applications  for 
grants  for  planning  projects  under 
this  subpart,  the  Secretary  will  give 
priority  to  applications  which  contain 
assurances  satisfactory  to  the  Secre¬ 
tary  that  when  the  organization  be¬ 
comes  operational,  not  less  than  30 
percent  of  its  members  will  be  mem¬ 
bers  of  a  medically  underserved  popu¬ 
lation.  In  considering  applications  for 
loan  guarantees  for  planning  projects 
under  this  subpart,  the  Secretary  will 
give  special  consideration  to  applica¬ 
tions  for  projects  for  health  mainte¬ 
nance  organizations  which  will  have  at 
least  10  percent  of  their  projected 
membership  from  medically  under¬ 
served  populations.  Applicants  may 
propose  that  the  award  period  be  for 
one  year  or  less,  as  appropriate  to  the 
planning  activities  to  be  accomplished. 
Planning  projects  shall  be  completed 
within  the  period  of  the  award.  The 
Secretary  may  not  make  more  than 
one  additional  grant  or  loan  guarantee 
for  a  planning  project  for  which  a 
grant  or  loan  guarantee  has  previously 
been  made,  and  may  permit  additional 
time  (up  to  12  months)  for  completion 
of  the  project  if  he  determines  that 


the  additional  grant  or  loan  guarantee 
(as  the  case  may  be)  or  additional 
time,  or  both,  is  needed  to  complete 
the  project  adequately. 

(3)  Funds  under  grants  and  loans 
guaranteed  for  planning  projects  shall 
be  used  only  for  the  activities  set  forth 
in  §  110.403(f)  and  for  activities  re¬ 
quired  to  fill  the  gaps  referred  to  in 
§  110.403(g). 

(b)  Initial  development  projects.  (1) 
The  amount  of  any  award  shall  be  de¬ 
termined  by  the  Secretary  on  the  basis 
of  his  estimate  of  the  sums  necessary 
for  project  costs:  Provided,  however, 
That  the  aggregate  amount  of  loan 
guarantees  and  grants  for  any  initial 
development  project  may  not  exceed 
$1,000,000  or,  in  the  case  of  a  project 
for  a  health  maintenance  organization 
which  will  provide  services  to  an  addi¬ 
tional  service  area  or  which  will  pro¬ 
vide  services  in  two  or  more  areas 
which  are  not  contiguous  $1,600,000. 

(2)  Applicants  may  propose  that  the 
award  period  for  initial  development 
activities  be  one  year  or  less,  as  appro¬ 
priate  to  the  initial  development  ac¬ 
tivities  to  be  accomplished.  Initial  de¬ 
velopment  projects  shall  be  completed 
within  the  period  of  the  award  begin¬ 
ning  on  the  first  day  of  the  month  in 
which  such  award  was  made,  and  the 
number  of  grants  made  for  any  initial 
development  project  under  section 
1304  of  the  Act  may  not  exceed  a  total 
of  three.  A  loan  guarantee  for  an  ini¬ 
tial  development  project  may  only  be 
made  for  a  loan  (or  loans)  for  initial 
development  costs  incurred  in  a  period 
not  to  exceed  three  years. 

(3)  In  considering  applications  for 
grants  for  initial  development  projects 
under  this  subpart,  the  Secretary  will 
give  priority  to  applications  which 
contain  assurances  satisfactory  to  the 
Secretary  that  when  the  organization 
becomes  operational,  not  less  than  30 
percent  of  its  members  will  be  mem¬ 
bers  of  a  medically  underserved  popu¬ 
lation.  In  considering  applications  for 
loan  guarantees  for  initial  develop¬ 
ment  projects  under  this  subpart,  the 
Secretary  will  give  special  consider¬ 
ation  to  applications  for  projects  for 
health  maintenance  organizations 
which  will  have  at  least  10  percent  of 
their  projected  membership  from 
medically  underserved  populations. 

(4)  Funds  under  grants  and  loans 
guaranteed  for  projects  for  initial  de¬ 
velopment  shall  be  used  only  for  ac¬ 
tivities  set  forth  in  §  110.104(b)  (except 
that  such  funds  may  not  be  used  for 
the  costs  of  construction  or  for  re¬ 
cruitment  of  personnel  who  will  not 
engage  in  practice  principally  for  the 
health  maintenance  organization)  and 
for  activities  required  to  fill  gaps  re¬ 
ferred  to  in  §  110.404(e). 

§  110.406  Evaluation  and  award. 

(a)  Within  the  limits  of  funds  avail¬ 
able  for  such  purpose,  the  Secretary 


may  make  awards  to  cover  up  to  90 
percent  of  the  cost  of  projects,  or  in 
the  case  of  projects  which  will  draw 
not  less  than  30  percent  nor  more 
than  the  appropriate  percentage  (as 
determined  under  §  110.108(c))  of  its 
anticipated  enrollment  from  medically 
underserved  populations,  up  to  100 
percent  of  the  costs,  to  those  appli¬ 
cants  whose  projects  will,  in  his  judg¬ 
ment,  best  promote  the  purposes  of 
section  1304  of  the  Act  and  the  regula¬ 
tions  of  this  subpart,  taking  into  ac¬ 
count: 

(1)  The  degree  to  which  the  pro¬ 
posed  project  satisfactorily  provides 
for  the  elements  set  forth  in  §  110.403 
or  §  110.404. 

(2)  The  comments  of  the  appropri¬ 
ate  health  systems  agency  or  State 
health  planning  and  development 
agency. 

(3)  Whether  the  feasibility  of  the 
project  has  been  established,  and  in 
the  case  of  initial  development  appli¬ 
cations,  whether  all  required  planning 
activities  have  been  accomplished. 

(4)  The  appropriateness  of  the  goals 
and  objectives  of  the  proposed  project. 

(5)  The  effectiveness  the  proposed 
organization  may  reasonably  be  ex¬ 
pected  to  have  in  reducing  inappropri¬ 
ate  hospital  utilization,  containing 
health  care  costs,  using  medical  and 
other  health  manpower,  emphasizing 
early  detection  and  treatment  of  ill¬ 
nesses,  and  achieving  a  better  distribu¬ 
tion  and  quality  of  care. 

(6)  The  capability  of  the  applicant 
to  organize  and  manage  the  project 
successfully. 

(7)  Evidence  of  the  applicant’s  in¬ 
tended  contribution  to  the  project. 

(8)  Fvidence  by  letters  or  similar 
statements  of  intent  from  providers 
expressing  a  willineness  to  be  em¬ 
ployed  by  or  contract  with  the  pro¬ 
posed  health  maintenance  organiza¬ 
tion  for  the  provision  of  basic  health 
services  and  evidence  that  providers  as 
necessary,  will  contract  with  the 
health  maintenance  organization 
other  than  as  members  of  its  staff  or 
through  medical  groups  or  individual 
practice  associations. 

(9)  Evidence,  in  form  of  letters,  from 
individuals,  groups,  or  organizations 
indicating  that  they  support  the  devel¬ 
opment  and  operation  of  the  proposed 
health  maintenance  organization. 

(10)  The  results  of  the  Secretary’s 
assessment  of  marketing  capability 
and  the  prospects  for  eventual  finan¬ 
cial  viability  as  an  operational  health 
maintenance  organization  without 
continued  Federal  support. 

(11)  The  inclusion  of  medically  un¬ 
derserved  populations  in  groups  to  be 
enrolled. 

(12)  Location  relative  to  the  number 
of  organizations  providing  health  ser¬ 
vices  to  a  defined  population  on  a  pre¬ 
paid  capitation  basis,  which  are  al¬ 
ready  operating  in  the  area. 
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(13)  The  percentage  of  anticipated 
total  enrollment  to  be  drawn  from 
nonmetropolitan  areas  to  be  served. 

(14)  In  the  case  of  an  existing  orga¬ 
nization  operating  on  a  prepaid  capita¬ 
tion  basis,  the  applicant’s  potential  for 
expeditious  transition  into  a  qualified 
health  maintenance  organization. 

(15)  In  the  case  of  expansion  pro¬ 
jects,  the  potential  rate  of  increase  of 
expansion,  or  the  potential  increase  in 
the  area  to  be  served  by  the  expanded 
health  maintenance  organization. 

(b)  In  considering  applications  under 
this  subpart  the  Secretary  will  give 
priority  to  applications  which  contain 
assurances  satisfactory  to  the  Secre¬ 
tary  that  when  the  organizations 
become  operational,  not  less  than  30 
percent  of  their  members  will  be  mem¬ 
bers  of  a  medically  underserved  popu¬ 
lation. 

§  110.407  Loan  guarantee  provisions. 

(a)  Disbursement  of  loan  proceeds. 
The  principal  amount  of  any  loan 
guaranteed  by  the  Secretary  under 
this  subpart  shall  be  disbursed  to  the 
applicant  in  accordance  with  an  agree¬ 
ment  to  be  entered  into  between  the 
parties  to  the  loan  and  approved  by 
the  Secretary. 

(b)  Length,  and  maturity  of  loans. 
The  principal  amount  of  each  loan 
guarantee,  together  with  interest 
thereon,  shall  be  repayable  over  a 
period  of  22  years,  beginning  on  the 
date  of  endorsement  of  the  loan  guar¬ 
antee  by  the  Secretary.  The  Secretary 
may  however,  approve  a  shorter  repay¬ 
ment  period  where  he  determines  that 
a  repayment  period  of  less  than  22 
years  is  more  appropriate  to  an  appli¬ 
cant’s  total  financial  plan. 

(c)  Repayment  The  principal 
amount  of  each  loan  guarantee,  to¬ 
gether  with  interest  thereon,  shall  be 
repayable  in  accordance  with  a  repay¬ 
ment  schedule  which  is  to  be  agreed 
upon  by  the  parties  to  the  loan  and 
approved  by  the  Secretary  prior  to  or 
at  the  time  of  his  endorsement  of  the 
loan.  Unless  otherwise  specifically  au¬ 
thorized  by  the  Secretary,  each  loan 
guaranteed  by  the  Secretary  shall  be 
repayable  in  substantially  level  com¬ 
bined  installments  of  principal  and  in¬ 
terest,  to  be  paid  at  intervals  not  less 
frequently  than  annually,  sufficient  to 
amortize  the  loan  through  the  final 
year  of  the  life  of  the  loan.  Principal 
repayment  may  be  deferred,  with  pay¬ 
ment  of  interest  only  by  the  applicant 
during  a  period  to  be  specified  in  an 
agreement  between  the  applicant  and 
the  Secretary. 

Subpart  E — Loans  and  Loan  Gubrontoas  for 
Initial  Operating  Costs 

§  110.501  Applicability. 

The  regulations  of  this  subpart,  in 
addition  to  the  regulations  of  Subpart 
B,  of  this  part  are  applicable  to  loans 


and  loan  guarantees  awarded  pursuant 
to  section  1305  of  the  Act. 

§  110.502  Definitions. 

(a)  “Operating  cost’’  means  any  cost 
which  under  generally  accepted  ac¬ 
counting  principles  or  under  account¬ 
ing  practices  prescribed  or  permitted 
by  State  regulatory  authority  is  not  a 
capital  cost  and  which  is  incurred  on 
or  after  the  first  day  of  the  applicable 
period  of  operation  or  expansion  as  de¬ 
fined  in  paragraph  (b)  of  this  section: 
Provided,  That  payments  made  by  a 
health  maintenance  organization 
during  such  applicable  period  to 
reduce  balance  sheet  liabilities  exist¬ 
ing  at  the  beginning  of  such  period  are 
operating  costs  to  the  extent  that  they 
are  expressly  approved  by  the  Secre¬ 
tary  at  the  time  the  loan  or  loan  guar¬ 
antee  is  made.  In  addition,  when  de¬ 
posits  of  funds  to  restricted  reserve  ac¬ 
counts  are  required  by  State  author¬ 
ity,  deposits  made  during  such  applica¬ 
ble  period  are  operating  costs. 

(b)  “First  60  months  of  operation  or 
expansion’’  means  the  60-month 
period  beginning  on  the  first  day  of 
the  month  during  which  the  health 
maintenance  organization  first  pro¬ 
vides  services  to  members,  or  in  the 
case  of  significant  expansion,  first  pro¬ 
vides  services  in  accordance  with  its 
expansion  plan. 

§  110.503  Eligibility. 

(a)  Eligible  applicants.  (1)  Any 
public  qualified  health  maintenance 
organization  is  eligible  to  apply  for  a 
loan  under  this  subpart. 

(2)  Any  nonprofit  private  qualified 
health  maintenance  organization  is 
•eligible  to  apply  for  a  loan  or  a  loan 
guarantee  under  this  subpart. 

(3)  Any  private  (other  than  a  non¬ 
profit  private)  qualified  health  main¬ 
tenance  organization  which  will  serve 
a  medically  underserved  population  is 
eligible  to  apply  for  a  loan  guarantee 
under  this  subpart. 

(b)  Eligible  projects— (1)  Loans.  In 
the  case  of  public  or  nonprofit  private 
qualified  health  maintenance  organi¬ 
zations,  loans  may  be  made  pursuant 
to  section  1305  of  the  Act  and  the  reg¬ 
ulations  of  Subpart  B  of  this  part  and 
this  subpart  to  eligible  applicants  to 
assist  them  in  meeting  the  amount  by 
which  their  operating  costs  during  a 
period  not  to  exceed  the  first  60 
months  of  their  operation  exceed  their 
revenues  in  such  period,  or  in  meeting 
the  amount  by  which  their  operating 
costs,  which  the  Secretary  determines 
are  attributable  to  significant  expan¬ 
sion  in  their  membership  or  area 
served,  as  defined  in  §  110.202(c),  and 
which  are  incurred  during  a  period  not 
to  exceed  the  first  60  months  of  their 
operation  after  such  expansion, 
exceed  their  revenues  in  that  period 
which  the  Secretary  determines  are 
attributable  to  such  expansion. 


(2)  Loan  guarantees.  Loan  guaran¬ 
tees  may  be  made  pursuant  to  section 
1305  of  the  Act,  and  the  regulations  of 
Subpart  B  of  this  part  and  this  sub¬ 
part  to  guarantee  to  non-Federal  lend¬ 
ers  payment  of  the  principal  of  and 
the  interest  on  loans  made  to  any  non¬ 
profit  private  qualified  health  mainte¬ 
nance  organization  or  any  private 
(other  than  a  nonprofit  private)  quali¬ 
fied  health  maintenance  organization 
for  the  amounts  referred  to  in  para¬ 
graph  (b)(1)  of  this  section:  Provided, 
That  at  least  10  percent  of  the  project¬ 
ed  members  of  any  such  private  (other 
than  nonprofit  private)  qualified 
health  maintenance  organization  are 
from  a  medically  underserved  popula¬ 
tion. 

§  110.504.  Project  elements. 

An  approvable  application  must  pro¬ 
vide: 

(a)  Statements  which  describe  in 
detail: 

(1)  The  applicant’s  adequate  accom¬ 
plishment  of  feasibility  survey,  plan¬ 
ning,  and  development  activities;  and 

(2)  The  health  maintenance  organi¬ 
zation’s  management  capability. 

(b)  Detailed  information  on  the 
health  maintenance  organization’s 
marketing  plan  and  enrollment  fore¬ 
casts  and  experience. 

(c)  A  detailed  narrative  statement 
describing: 

(1)  All  existing  and  planned  provider 
arrangements  including  copies  of  all 
executed  contracts;  and 

(2)  All  facilities  to  be  used  in  the  de¬ 
livery  of  health  services. 

(d)  Financial  information  in  such 
detail  as  the  Secretary  may  prescribe. 

(e)  Evidence  that  any  certificate  of 
need  required  under  State  law  for  the 
operation  of  the  health  maintenance 
organization  has  been  obtained  by  the 
applicant. 

§  110.505  Reserve  requirement 

The  applicant  receiving  a  loan  or 
loan  guarantee  under  section  1305  of 
the  Act  shall  establish  a  restricted  re¬ 
serve  account  beginning  at  the  point 
when  the  revenues  and  operating  costs 
of  the  health  maintenance  organiza¬ 
tion  reach  the  break-even  point,  or  by 
the  end  of  the  60  month  period  follow¬ 
ing  the  making  of  the  loan  or  the 
guarantee  under  section  1305  of  the 
Act,  whichever  is  sooner,  unless  a 
longer  period  is  approved  by  the  Sec¬ 
retary.  This  reserve  shall  be  so  consti¬ 
tuted  as  to  accumulate  no  later  than 
twelve  (12)  years  following  the  en¬ 
dorsement  of  the  loan  or  loan  guaran¬ 
tee,  an  aggregate  amount  equal  to  o.ne 
year’s  principal  of  and  interest  on  the 
loan,  as  determined  under  the  terms  of 
the  loan  made  or  guaranteed. 

§  110.506  Evaluation  and  award. 

Within  the  limits  of  funds  available 
for  such  purposes,  the  Secretary  may 
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award  loans  or  loan  guarantees  to 
those  applicants  whose  projects  will, 
in  his  judgment,  best  promote  the  pur¬ 
poses  of  section  1305  of  the  Act  and 
the  regulations  of  this  part,  taking 
into  account: 

(a>  The  ability  of  the  health  mainte¬ 
nance  organization  to  achieve  finan¬ 
cial  viability; 

(b)  The  ability  of  the  health  mainte¬ 
nance  organization  to  make  repay¬ 
ments  of  the  principal  and  interest 
when  due  and  to  have  additional  funds 
to  defray  the  remaining  operating 
deficits; 

(c)  The  comments,  if  any,  of  the  ap¬ 
propriate  health  systems  agency  or 
State  health  planning  and  develop¬ 
ment  agency; 

(d)  The  relative  distribution  of  quali¬ 
fied  applicants  with  respect  to  the  fol¬ 
lowing  factors: 

( 1 )  The  inclusion  of  medically  under¬ 
served  populations  in  the  groups  to  be 
enrolled; 

(2)  Location  relative  to  the  number 
of  organizations  providing  health  ser¬ 
vices  to  a  defined  population  on  a  pre¬ 
paid  capitation  basis,  which  are  al¬ 
ready  operating  in  the  proposed  area; 
and 

(3)  The  percentage  of  anticipated 
total  enrollment  drawn  from  nonme¬ 
tropolitan  areas  served  or  to  be  served 
by  the  applicant. 

§  110.507  Funding  duration  and  limita¬ 
tion. 

(a)  The  aggregate  amount  of  princi- 
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pal  of  loans  made  or  guaranteed,  or 
both,  under  section  1305  of  the  Act  for 
a  health  maintenance  organization 
shall  not  exceed  $2,500,000.  In  any 
fiscal  year  the  amount  disbursed  to  a 
health  maintenance  organization 
under  section  1305  of  the  Act  and  this 
subpart  (either  directly  by  the  Secre¬ 
tary  or  by  an  escrow  agent  under  the 
terms  of  an  escrow  agreement  or  by  a 
lender  under  a  loan  guaranteed  under 
section  1305  of  the  Act  and  this  sub¬ 
part)  may  not  exceed  $1,000,000. 

(b)  The  approval  of  any  loan  or  loan 
guarantee  shall  not  obligate  the 
United  States  in  any  way  to  make  any 
additional  loan  or  loan  guarantee  with 
respect  to  the  approved  application  or 
portion  thereof,  except  as  may  be  oth¬ 
erwise  set  forth  in  the  agreement  be¬ 
tween  the  United  States  and  the  ap¬ 
proved  applicant. 

(c)  In  considering  applications  for 
loan  guarantees  under  section  1305  of 
the  Act  and  this  subpart,  the  Secre¬ 
tary  will  give  special  consideration  to 
applications  for  health  maintenance 
organizations  which  will  serve  medical¬ 
ly  underserved  populations. 


§  110.508  Loan  provisions. 

(a)  Disbursement  of  loan  proceeds. 
The  principal  amount  of  any  loan 
made  or  guaranteed  by  the  Secretary 
under  this  subpart  shall  be  disbursed 
to  the  applicant  in  accordance  with  an 
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agreement  to  be  entered  into  between 
the  parties  to  the  loan  and  approved 
by  the  Secretary. 

(b) .  Length  and  maturity  of  loans. 
The  principal  amount  of  each  loan  or 
loan  guarantee,  together  with  interest 
thereon,  shall  be  repayable  over  a 
period  of  22  years,  beginning  on  the 
date  of  endorsement  of  the  loan,  or 
loan  guarantee  by  the  Secretary.  The 
Secretary  may,  however,  approve  a 
shorter  repayment  period  where  he 
determines  that  a  repayment  period  of 
less  than  22  years  is  more  appropriate 
to  an  applicant’s  total  financial  plan. 

(c)  Repayment  The  principal 
amount  of  each  loan  or  loan  guaran 
tee,  together  with  interest  thereon, 
shall  be  repayable  in  accordance  with 
a  repayment  schedule  which  is  to  be 
agreed  upon  by  the  parties  to  the  loan 
or  loan  guarantee  and  approved  by  the 
Secretary  prior  to  or  at  the  time  of  his 
endorsement  of  the  loan.  Unless  other¬ 
wise  specifically  authorized  by  the 
Secretary,  each  loan  made  or  guaran¬ 
teed  by  the  Secretary  shall  be  repay¬ 
able  in  substantially  level  combined  in¬ 
stallments  of  principal  and  interest  to 
be  paid  at  intervals  not  less  frequently 
than  annually,  sufficient  to  amortize 
the  loan  through  the  final  year  of  the 
life  of  the  loan.  Principal  repayment 
during  the  first  60  months  of  oper¬ 
ation  may  be  deferred,  with  payment 
of  interest  only  by  the  applicant 
during  such  period. 
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